JUL I 02D04 u 



First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 1 0/708,8 1 6 
REPLACEMENT SHEET 
Sheet 1 of 7 



r»j 



100 




INTERNAL 
USER 

102 




-P 3 




INTERNAL 
USER 
104 



EXTERNAL 
USER 

106 




152 



J 




EXTERNAL 
USER 
108 



154 



i 



FIREWALL 
112 



I 



PORTAL COLLABORATION SYSTEM 

110 



PRESENTATION 
SERVER 
134 



QUERY PROCESSING 
114 



XML ENGINE 
(DTDs AND 
SCHEMES) 
118 



XML REFORMATTING 
116 



REGULATORY 
SUBMISSION 
GENERATOR 
130 



REGULATORY 
SUBMITTER 
132 



160 







API 
120 






! 

CLINICAL DMS 
124 



I 



t 





STATS 




ERP 




126 




128 



F I G . 1 



First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 10/708,816 
REPLACEMENT SHEET 
Sheet 2 of 7 



J 



PHARMACEUTICAL INFORMATION MANAGEMENT PORTAL 



AWAIT USER 
REQUEST 

200 



REFORMAT RETRIEVED 
PHARMACEUTICAL INFORMATION 
ACCORDING TO XML STYLE 

206 



/reg7\. yes 
< submission ?> 

\ 202 / 
JNO 


QUERY LEGACY 
SYSTEMS FOR REQUIRED 
SUBMISSION DATA 
220 


l 


! 


QUERY LEGACY 
SYSTEMS FOR 
REQUESTED DATA 
204 




REFORMAT ACCORDING TO 
XML REGULATORY 
SUBMISSION STYLE 

222 









ELECTRONIC 
SUBMISSION? 
224 



YES 



PRESENT REQUESTED 
INFORMATION TO USER 
20B 



NO 



PRINT AND SAVE FOR 
MANUAL SUBMISSION 

226 



J 

SUBMIT 
ELECTRONICALLY 
228 



FIG . 2 



First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 1 0/708,8 1 6 
REPLACEMENT SHEET 
Sheet 3 of 7 



J 




First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 10/708,816 
REPLACEMENT SHEET 
Sheet 4 of 7 



J 



CD 



CJ 



cn 

LU 



CL 
O 

LU 

ii i 
Q 

CD 



Cn 



I 
I 

O 



cj 




cn 

CL 



cc 

LU 

cn 



OJ 

o 
o 

OJ 



CVJ 

o 
o 

OJ 



o 

CL 



OJ 

o 

CL 
CJ 
CL 



CVJ 

o 
o 



o ! 



LU 



LU 



O CD 



CJ CD 



CJ 
CJ 



CJ 



CO 



CJ 

t 

I 



— < 



— < 



in 



cn 2: 

LU O 
I CJ 

CJ oc 



cn 



CD CJ 



LU 
CD 



cn 

m 
o 

CJ 

o 

OJ 

o 

CJ 



CJ 



LU 



cn 
m 



cn 
cn 



CJ 



cn cn 
i— in 
cj ^ 



cn 

LU 



cn 

CJ 



CJ Q_ 



OJ 

o 

CL 
CJ 



CJ 



cn 
in 

CJ 

o 

OJ 

o 

Q_ 
CJ 
Q_ 



CJ 



CD 

H 

Ll 



CVJ 



CJ 



cn 

CJ 



cn 

CJ 



CJ 
LU 



cn 
in 



CJ 



in 



cn 



cl _j cno 



cn 



cj OJ 



OJ 



OJ 



CJ 



CJ CJ CO 



OJ 

o 

CL 
CJ 



OJ 



First Named Inventor:: Fischer, Alan Eric 
Filed: ^March 26, 2004 Serial No: 10/708,816 
REPLACEMENT SHEET 
Sheet 5 of 7 




First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 10/708,816 
REPLACEM ENT SHEET 
Sheet 6 of 7 



J 



HOME 


PHARMAC01 


PHARMAC02 


•PCP02001: 


PCR02002 


P0R02002 


USER LAYOUT 





DETAILS FOR SYNTHESIS STEP PCP02001C-015013-A0001 



==> 




C-0 15028 

CUSTOMER REACTION % 
CARBOGEN REACTION % 
REALIZED REACTION % 

QUANTITY OF MOLECULE PRODUCED 
WORKING VOLUME 
REACTION VOLUME 

QUENCH VOLUME 
STOCHIOMETRY EDUKT 
STOCHIOMETRY PRODUCT 



50 
60 
59 

0 

10 

30 

20 

1 

1 



HO 




CH 3 
C-0 15025 



PROJECT SUMMER, INFORMATION 



FIG . 6 



® CRITIQUE O VOTE 



PRECLINICAL 
DATA/SAFETY PROFILE 



entriol 3/11/2003 

sgwiei 10 . 2g . 00 AM 



NORMAL VOLUNTEER Q/u/ „ nn . 
STUDIES/INITIAL HUMAN sgwiei f/. 1 i/. 2 SS 3 AM 
TRIALS 10 - 39 - 00 AM 



STUDY VISITS AND 
PROCEDURES 



REVIEW IN VITRO AND 
ANIMAL TOXICOLOGY 
DATA AND PHA 

REVIEW DATA FROM 
PREVIOUSLY CONDUCTED 
HUMAN CLINIC 

ARE THE PROCEDURES 



enwipi 3/11/2003 AHb THE PHOCEl 

sgwiei 11:00:00 AM FEASIBLE? ARE 

PROCEDURES APPROP 



2 ON 3/11/2003 10: 29: 00 AM 

2 ON 3/11/2003 10: 35: 00 AM 

2 ON 3/11/2003 10: 39: 00 AM 

2 ON 3/11/2003 10: 39: 00 AM 

2 ON 3/11/2003 11:00:00 AM 



- STEVE'S FIRST COMMENT 

- STEVE'S FIRST REPLY 

- STEVE'S SECOND REPLY 

- STEVE'S SECOND COMMENT 

- STEVE'S THIRD COMMENT 



FIG . 7 



First Named Inventor:: Fischer, Alan Eric 
Filed: March 26, 2004 Serial No: 10/708,816 
REPLACEMENT SHEET 
Sheet 7 of 7 



J 



O CRITIQUE ©VOTE 



STUDY VOTE STUDY ID: 5 

CAST YOUR VOTE AND ADD AOPTIONAL COMMENT 
(COMMENT IS REQUIRED IF APPROVE WITH CONDITIONS) 

O APPROVE 

O APPROVE WITH CONDITION 

O REJECT 

O ABSTAIN 

COMMENT 



VOTE 



FIG . 8 



